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WARNING LETTER
ml 3s9?

VIA FEDERAL EXPRESS

Mr, Kcikhlro Tomita
RcsMcnt
Radia Industry Coo Ud,
168 Ooyagi
Takasaki, Gunrna, 370 Japan

2098 Wthu Road
Roc&UIo MO 2(WO

Dear Mr. Tomka:

During the Food and Drug Administration’s (FDA) inspectionof your firm, Radia Industry
Co. Ud., located at 168 Ooyagi, Takasaki, Gunnaa370, Japanfrom February24-27, 1997,
our investigator dctcmlncd that your firm stcdlka piaamascparatora, Plasmascpamtoraarc
dcvks within the meaning of Section201(h) of the Fcdcml Food, Dreg, and Comctic Act
(the Act).

The above-stated inspection rcvcalcd that thesedcvicca arc adultcmtcd, in that the methods
used in, or the facllitks or umtmia used for the manufacture, packaging, stomgc, or
instalktion arc not In mnforrnance with h Medical Dcvkc Good Manufacturing Pmcti~
regulation, as spccificd in Title 21, Co&of Federal Regulations (21 CFR), pa~ 820, as
iollows:

1.

2*

Failure to amduct processing controlopcraths {n a mamcr dcslgncd to assurethat the
dcviu cmnforms to applicable spcciflcations, as required by 21 CFR 820, 100(b)(2). For
example, therewas also an inoorrcxxmaximum conveyor speedobserved on
February 24, 1997, by the irwcstlgator and onc member of the firm, An operator Is
required to manually change the upper and Iowcr limits of the speed to huurc that the
wrrcct absorbed dose is dclivcrcd. The computer software is supposedly dcaigncd to
prompt the opcmtor when a change in cmmyor sped is ncccssary,

Failure of the quality assurarw progmm to identify, rccommcnd, or provide solutions for
quality assurarm problems and verify the implcmcntatlon of such solutions, For
example:

a. The firm failed to invcatigatc why their polyrncthylmcthacry late (PMMA) dosimctcrs
cxxasionally arc found to have significant variability in absorbance depending on
wh{ch sldc (front or back) they arc read in the spcctrophotomctcr. The firm had no
cxplaution for this disparity,

b. No Investigation has been done to dctcnninc why Radix Batch 5 dosimctcrs may
have significantly differing absorbance values depending on which side the
absorbam is read, Reportedly, this oaurt in about I % of the doslmctcrs.
Absorbance diffcrcnws have been seenup to 80 uni~ (e.g. dosimctcr E-503),
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3. Failure of thequality aasumnccprogmmto assurethat all quality assurancechccka arc
appropriate andadequatefor thck purposeandarc performedcorrcdy, as rcqukcd
by 21 CFR820.20(a)(4). For cxampk, thecalibmtioncurvefor Batch#5of
OammacluvmcYR doalmctcrswasguwatcd In February 1995. The samecurvewas
usedto obtainabwbcd dosevaluu forddrnctm fromthisbatchfor the February
1997, quarterly FWlaama Scpamtordosevcdfkation study,

4. Failure to amtrol environmental wndit.loru such u tcmpcraturc to provide proper
conditions for stomgc of theplasmaseparatorsaa rcqukcd by21 CFR 820,46. For
cxampk, the plasma ~mtom are labckd for stomgc at bctwccn 5-3(YC, Prc and
post irradiation storage tcmpcmturcs arc not controlled in that tcmpcraturca may fall
below St in an ma central to tlM scpamtor storage Ioation, Tcmpcraturcs arc
generally dcpcndcnt on outside ambknt tcmpcmturcs.

This kucr & not intended to bc an all.incluaivc M of dcflcicncicsat your facility. It is
your rwponsibility to ensure adhcmcc to cd mqulremcnt of the Act and regulations,
The specific violations noted in this kttcr and in the FDA 483 issued at the CIOSCof the
inspection may bc symptomatic of serious underlying problems in your firm’s
manufacturing and quality aasurau systcmt. You arc rcsponsibic for invcatigating and
determining the uuscs of the violations idcntiflcd by the FDA. If the causcaarc
dctcrmincd to bc systems problems, you must promptiy initiate permanent corrective
actio~, Federal agcncics arc advised of the issuanceof all warning Imtcrs about
dcviccs so that they may take this information into account when considering the award
of contracts.

Wc acknowicdgc that you have submitted a ruponsc dated March 17, 1997, conccming
our investigator’s observations noted on the form FDA 483. Wc have rcvicwcd your
raponsc and arc unable to dctcrminc the adequacy of your response. In order to
cvaiua[c your rcsporuc to the FDA-483, it wiil bc ncccssary for you to submit copies of
your modified proccdurcs,

You shouid take prompt action to correct these and any other manufacturing or quaiity
systems deviations Identified by your intcmal audits. Faiiurc to promptly correct thcac
dcvia;ions may bc identified in a foliow-up inspection, and may result in the dctcntlon of
your dcvicc(s) without physical examination upon cnuy into the United States.

Pkasc notify this office, in writing, within 15 working days of rcccipt of this icttcr of
the specific s[cps you have taken to wrrcct the noted vioiatlons, inciuding an
cxpiaraation of each step bdng taken to identify and make corrections to any underlying
systcm problems ncccssary to assure that similar violation wiil not recur. Pkasc
Inciudc any and aii documentation to show that adequatecorrection has been achicvcd.
!n the case of future corrections, an estimated date of completion, and documcntntion
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showing plansfor correction,slwuld be inchxkd with your tesporucto this letter, If
the docurncntatbn& not In English, pkw prwidc a trarulationto facilitateour review.
Pleasea&ircu your ruponse and My quutbru to TimothyR. Wclk, Chief,0BK3YN,
(hwocrwrobgy andUrobgy Branch,at tlMIcttcrhead@ddreu.

Shouldyourequireanyadxwe in undcr%tandingthecontcn~of this letter, do not
hesitateto con!actMs. SharonMurraIn-Ellcrbe u tha kuerhcad addressor at
(301) S94-4616or FAX (301)S!W4638.

Shlcerclyyour8,

)“ljjili%’!F-
Offkc of Compliance
Center for Dcvkca and

Radiologid Health


